

Manufacturing Manual
(Insert manufacturer name & logo)
Release Form   FORM47 


RELEASE & EXCEPTIONAL RELEASE form
	Product Label

	

	(affix label here)
	Additional Information

	
	( Fresh 
   ( Cryopreserved 

	
	( Autologous 
   ( Allogeneic 


Donor Assessment: YES (: Date__________   NO (, Comment: _____________________________

DONOR Test Results   (Record result: ND = Not Detected,  NR = Non Reactive,  or / = Not Applicable)
	Mandatory Infectious Disease Screen
	Other Tests

	Collection Date
	
	
	Collection Date
	

	HIV-1 (NAT)
	
	
	Blood Group (mandated for haemopoietics)
	

	HCV (NAT)
	
	
	CMV 
	

	HBV (NAT)
	
	
	EBV
	

	Anti-HIV-1/2
	
	
	HSV type 1
	

	Anti- Hep C
	
	
	HSV type 2
	

	HBsAg 
	
	
	Hep B surface Ab
	

	HTLV-1/2 (serum exempt)
	
	
	Hep B core Ab
	

	TPHA (serum exempt)
	
	
	Other:
	


Donor Eligibility: 
Complete  (
Incomplete  (   Reason: _____________________________

Donor Eligibility Determination: Eligible (      Ineligible (    Reason: __________________________
product Test Results 
	Mandatory Microbial Contamination
	Collection Date
	Result
	Organism (if positive)

	Final product (except heart valve) 
	
	
	

	Post incubation muscle (heart valve)
	
	
	


	Cellular Therapy Product
	Quantity
	Viability
	Comment  

	
	
	
	


	MSC 
	Phenotype
	Endotoxin
	Mycoplasma
	Karyotype
	Differentiation Capacity

	Record test

date &

result
	
	
	
	
	( Osteogenic      __________

( Adipogenic       __________

( Chondrogenic  ___________


Product meets release criteria?     YES (       NO ( 

If NO, reason___________________________________________________________________________

Product for:
Exceptional Release (see below) (

Disposal (see Disposal Form) (
Non-Conforming Product - Exceptional Release

	Medical Practitioner: (name) ______________________________________    Date Notified:__________

Notified by: (name) ______________________________ (signature) _____________________________
Direction Received: _____________________________________________________________________
Rationale for Use:  ______________________________________________________________________

	Authorising Medical Practitioner

	Name:
	Signature:
	Date:


Authorisation for Release 
(Insert manufacturer name) Medical Director ( 
(Insert manufacturer name)  Facility Director (
Name: _____________________
Signature:______________________
Date: __________
NOTE: For HPC products release is only valid for 12 months from date of processing

Quality approval: Name: ______________________  Signature: ___________________
Date: __________
Author: (Insert author’s name)
Revision: (Insert revision number)
Owner: (Insert documentt owner’s name)
Page 1 of 1 Updated October 2019
Active Date: (Insert active date)

